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In this 4-yr, multicenter, randomized, double-blind, placebo-controlled study (REDUCE), the authors compared dutasteride 0.5 mg daily to determine the risk reduction of biopsy-detectable prostate cancer (PCa). Eligible men were 50-75 yr old, had a PSA between 2.5 and 10 ng/ml, and had one negative prostate biopsy (6-12 cores) within 6 mo before inclusion.Subjects underwent a 10-core transrectal biopsy at 2 yr and 4 yr. Dutasteride resulted in an absolute risk reduction of 5.1%and a 23% relative risk reduction with no increased risk for high-grade tumors. Men on dutasteride had a 77% risk reduction for acute urinary retention and a 73% risk reduction for benign prostatic hyperplasia (BPH)-related surgery but had higher rates for erectile dysfunction (3.3%), decreased libido (1.7%), and loss of libido (0.6%) and compared to placebo.